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DETAILED ACTION 
Response to Amendment 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 26, 28-29, 54-60, 66-68, 70-71 ,75-78, and 80-86 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over Manning et al. (WO 
97/38698). 



Manning et al. disclose the invention substantially as claimed. Manning et 
al. disclose a drug delivery unit comprised of a biocompatible, biodegradable 
polymer support and at least one pharmacologically active agent that is placed 
such that it substantially contacts the round membrane of the middle ear. See 
page 4, lines 11-14, page 5, lines 9, page 6, lines 24-30. This would encompass 
the being in direct contact or against and "at least partially in said round window 
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niche". Witli respect to tine location of tine drug delivery unit, it is disclosed on 
page 1 , lines 19-21 that "access to the inner ear tissue regions is typically 
through a variety of structures including the round window membrane "... etc. 
That would narrow it to the location between the tympanic membrane and the 
round window that is the location of the round window niche since it is also 
disclosed that the drug delivery unit is in contact with the round membrane of the 
middle ear. Manning et al. teach that the device provides extended release. See 
page 4, lines 5-20 and abstract. On page 7, lines 7-12. Manning disclose the 
drug concentration can be varied over broad limits and is chosen depending 
upon solubility, pharmacological activity, desirable effect of the end product, 
patient size and weight all factors know to those skilled in the art. As for the 
language of the "the biocompatible polymer" it is well known in the art that that 
would be a synthetic as opposed to a "biopolymer" which is naturally occurring. 
With respect to the quantity of agent to be 1 0-40 wt %, Manning teaches the unit 
to be 0.05 to 4% wt and higher. See page 3, lines 8-1 5, page 4, lines 1 -30, page 
5, lines 8-23, page 7, lines 7-15, page 8, lines 8-15 and see claims 1-22. 
However, Manning does not disclose the specific volume of the drug delivery unit 
being 0.1 cubic mm and 250 cubic mm or any of the other limitations of the length 
and diameter of the unit. Manning teaches the drug delivery unit to be delivered 
into the middle and inner ear. It would have been obvious to one of ordinary skill 
in the art that the device of Manning would encompass such a broadly claimed 
range of the volume although he does not disclose the volume specifics of his 
device. Thus, it would have been obvious to one of ordinary skill in the art to 
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modify tine volume size as claimed as a mere design choice lacking any criticality 
of size as being merely preferable for the intended target (ear) area depending 
on the size of the ear of the patient where the only difference between the prior 
art and the claims was a recitation of relative dimensions of the claimed device 
and a device having the claimed relative dimensions would not perform 
differently than the prior art device, the claimed device was not patentably distinct 
from the prior art device. With respect to the agent in nanogram to microgram 
quantities or the timing of the release of the agent. Manning teaches the dose to 
be preferably between 5-360 mg. However, Manning also teaches that those 
skilled in the art can determine optimal doses and dosage schedules. It would 
have obvious to one of ordinary skill in the art at the time the invention was made 
to modify the dosage or dosage schedules to one which is desired for the patient 
taking into consideration the parameters of the patient such as size, weight, 
severity of the condition of the disease in order to deliver therapeutically effective 
levels of drug to the patient that is prompt, prolonged, effective and safe. In 
regard to claims 54-60, Manning teaches the invention as substantially claimed. 
See above. Manning specifically teaches a biocompatible polymer. However, 
Manning does not teach the material to be polyanhydride material, polyorthoester 
material, hydroxypropyl methyl cellulose, hydroxyethyl cellulose, hydrophilic 
microsphere, bioadhesive material, or a multiphased material. It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to 
modify the polymer material as a mere design choice to which the polymer is 
more available for use, cheaper, etc. for those skilled in the art. The material is 
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not critical to tine invention unless the material is some newly discovered 
material. 

Claims 72-74 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Manning et al. (WO 97/38698) in view of Peterson (U.S. Patent No. 
4,472,394). 

Manning et al. teaches the invention as substantially claimed. See above. 
However, Manning can be further supported by varying the time release of the 
agent by the teachings of Peterson. Peterson teaches implanting a 
pellet/ruminant beneath the ear for extended controlled release of the active 
ingredient over a period of 60 days to 21 0 days. It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify the 
period of release of the drug of Manning et al. with a period of greater than a 
month as taught by Peterson in order to provide uniform extended release 
depending on the parameters (such as weight of patient, type of drug, solubility 
of drug, etc.) required for a dosing regiment. Further lacking any criticality or 
unexpected results, it would have been obvious to modify the time period since 
slow release and controlled release is well known in the medical arts when 
treating the patients with respect to severity of the disease and patient's medical 
history. 

Response to Arguments 

Applicant's arguments filed 1/26/201 1 have been fully considered but they 
are not persuasive. 
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In response to the applicant's argument that Manning fails to disclose or 
suggest a drug delivery unit "configured as a pellet, disk, tablet, plate, sphere, 
cube, cylindrical unit, strand or plug, the examiner respectfully disagrees. The 
applicant argues that Manning discloses a fluid composition and therefore does 
not disclose a drug delivery unit with the recited structure. The examiner first 
notes that the limitation of plug does not distinguish over even a fluid composition 
as water. Water trapped in a capillary tube can act as a plug preventing anything 
from traveling through the tube. Therefore, it is the examiner's position that 
Manning at least discloses a plug. Furthermore, the examiner disagrees with the 
applicant's interpretation of Manning in that the applicant seems to interpret the 
composition of Manning as a free flowing fluid with not much viscosity. The 
examiner disagrees with this interpretation and notes that Manning discloses in 
several places that the composition is a gel with a substantial viscosity to hold its 
position. See at least page 4, lines 10-14 and page 5, lines 23-26. The 
examiner notes that the list of recited structures in claim 70 is taken from a list in 
the specification (see page 12) wherein the list in the specification also recites 
"amorphous masses, gels, pastes, and the like". It is clear that the applicant did 
not see any patentable difference between the recited structures listed in the 
specification. The examiner simply notes this fact so that the applicant does not 
infer that the claims would be allowable if "plug" is taken out of the claims. The 
recited structures are clearly design considerations and lack criticality. 
Furthermore, the recited structures listed in the claims are well known and would 
be easily modified into the method of Manning. 
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In response to the applicant's argument that Manning fails to disclose or 
suggest that the drug delivery unit is "shaped and sized for partial or complete 
insertion into the round window niche of the subject", the examiner respectfully 
disagrees. The applicant again argues that the composition of Manning is a fluid 
and therefore lacks a defined structure. The examiner again maintains that the 
composition of Manning has a substantial viscosity and therefore has a shape 
and size. The composition is delivered to the round window niche and will 
always have a size and shape and therefore meets the limitations. 

In response to the applicant's argument that Manning fails to teach or 
suggest "inserting said drug delivery unit directly into the round window niche of 
the subject such that said unit is positioned either partially or completely within 
the round window niche", the examiner respectfully disagrees. The applicant 
here clearly ignores the disclosure of Manning on page 4, lines 10-14. Manning 
discloses "upon insertion into the middle ear, the composition is capable of 
maintaining its position in order to provide a surface that substantially contacts 
the round membrane of the middle ear and providing extended release of active 
agent to the inner ear". The language that the composition is inserted into the 
middle ear and maintains its position against the round membrane clearly means 
that the composition is delivered directly into the round window niche. The 
applicant's characterization that some amount of the dosage form may reach the 
round window niche is incorrect and ignores the disclosure of Manning that the 
composition is delivered to the round window niche and has the viscosity to stay 
there in contact with the round membrane. 
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In regard to claim 70, the examiner maintains the same position as stated 
directly above. The applicant's characterization that the composition of Manning 
is somehow washing around the middle ear with no clear position is incorrect. 
The composition is placed into the round window niche and against the round 
membrane and treats these areas. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1 .1 36(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to THEODORE J. STIGELL whose telephone 
number is (571)272-8759. The examiner can normally be reached on M-F 8:30- 
5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The 
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fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 



/Theodore J Stigell/ 

Primary Examiner, Art Unit 3763 



